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Dear- Ms. Lewandow\ski:

We have rev iewed \ ur11 Section 510 (k') premnarket notification of intent to market the dev ice
referenced above and have determined the dlevice is substantially equivalent (for the indications tor
Use stated In thle enIclosure) to legally marketed predicate dev ices marketed in interstate commerce
pori to May 28. 1976. the enactment date of the Medical Device Amendments, or to devices that

have been reclassified in accordance with the provisions of the Federal Food, Drutz, and Cosmeuic
Act (Act) that do not require approval of a premarket appro\val application (PMA). You mnay.
therefore, market thle device, subject to the general controls provisions of the Act. The general
controls provisions of the Act include requirements for annual registration, listing of devices, good
imanu facturi ug1 fluietice. labeling, and prohibhitions against misbranding and adulteration.

IF \oti de\vice is c Lassi lied (see above) into either class 11 (Speccial Controls) or c lass Ill (PIM A). it

HMa he subject to sLIch additional controls'. ExAistingp major reg-ulationls affectineo votir dev ice canl be
tbLind inl the Code of Federal Reuldations. litic 2 1. Parts, 800 to 898. [In addition. FDA ma>e puiblishl

urli ilr ann )ouncel ciicnts col nceri in szV Wilrl, de\ ice in the I ederal Regi st en
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act or
any Federal statutes and regulations administered by other Federal agencies. You must comply with
all the Act's requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CFR Part 80 1); good manufacturing practice requirements as set forth in the quality
systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product radiation
control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device to
proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Office of Compliance at (240) 276-011 5. Also, please note the regulation entitled.
"Misbranding by reference to premarket notification" (21 CFR Part 807.97). You m1ay obtain other
general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address lhttn.//wwwv.fda.i,,ov/cdrlh/indui~stryv/sunnlort/inidex.\htmil.

Sincerely yours.

Ciu S.Ln, PhD
Director
Division of Anesthesiology, General 1-ospital.

Infection Control and Dental Devices
Office of Device [Evaluation
Center for Devices and

Radiolo-zical Ihealth
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Indications for Use

510(k) Number (if known):

Device Name: Vita VM®
Indications for Use: . 0r

Vita VM® porcelains are indicated for use as a veneering material for fixed prosthesis in
crowns, bridges, and dental implant abutments. These devices are used in prosthetic
dentistry by forming a porcelain veneer on to a ceramic or metal substructure into the
shape of a dental crown.

For use by or on the order of a dental professional such as DDS or DMD. Not for use
by the general public or OTC.

Prescription Use X AND/OR Over-The-Counter Use
(21 CFR Part 801 Subpart D) (21 CFR Part 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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(Division Sign Of 0'
Division of Dental, Infection Control and General Hospital Devices

510(k) Number

Prescription Use OR Over-The-Counter Use
(Par. 21 CFR 801.16 .O - Cn U
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